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Call to Order

President Stan Weisser called the meeting to order at 9:00 a.m.



l. General Announcements

President Weisser welcomed newly appointed Board Member Anil “Neil” Badlani.

President Weisser announced that Board Member Shirley Wheat has been reappointed
to the board.

. Approval of the Full Board Meeting Minutes of October 20 and 21, 2010

MOTION: Approve the minutes of the October 20 and 21, 2010 Board Meeting.
M/S: Schell/Lippe

Support: 10 Oppose: 0  Abstain: 0

[l. Licensing Committee Report and Action

a. Review and Possible Approval of Accreditation Agencies for Licensed
Sterile Injectable Compounding Pharmacies

Board Member Greg Lippe provided that California Business and Professions Code
section 4127 et seq. establishes a specialized category of pharmacy licensure for
pharmacies that are 1) already licensed pharmacies, and 2) compound injectable sterile
drug products. He stated that these specialized pharmacies may be either hospital
pharmacies or community pharmacies. Mr. Lippe explained that as a condition of
licensure, these pharmacies must be inspected by the board before initial licensure and
each year before renewal of the license. He advised that this is the only category of
board licensure that requires annual inspections as a condition of renewal.

Mr. Lippe provided that there is an exemption in existing law from this specialty category
of board licensure for pharmacies if:

1. the pharmacy is licensed by the board
AND
2. the pharmacy is currently accredited by the Joint Commission on

Accreditation of Healthcare Organizations or other private accreditation
agencies approved by the board (JCAHO).

Mr. Lippe provided that in 2003, two accreditation agencies received board approval: 1.
Accreditation Commission for Health Care, Inc. (ACHC), and 2. Community Health
Accreditation Program (CHAP).

Mr. Lippe provided that since that time board inspectors have not identified a problem
with the accreditation standards used to accredit any pharmacy in California. He stated
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that currently the board has 225 such licensed facilities in California and 78 nonresident
pharmacies with such permits.

Mr. Lippe provided that also in 2003, the Licensing Committee developed criteria for the
evaluation of applications by accrediting entities for board approval. He stated that it
was decided that the evaluation of accrediting agencies for board approval under
Business and Professions Code section 4127.1 should be based on the accrediting
agency's ability to evaluate the pharmacy's conformance with California law and good
professional practice standards and the following factors.

1. Periodic inspection -The accrediting entity must subject the pharmacy to site
inspection and re-accreditation at least every three years.

2. Documented accreditation standards -The standards for granting
accreditation and scoring guidelines for those standards must reflect both
applicable California law and sound professional practice as established by
nationally recognized professional or standard setting organizations.

3. Evaluation of surveyor's qualifications -The surveyors employed to
perform site inspections must have demonstrated qualifications to evaluate the
professional practices subject to accreditation.

4. Acceptance by major California payers -Recognition of the accrediting
agency by major California payers (e.g., HMOs, PPOs, PBGH, CalPERS).

5. Unannounced inspection of California accredited sites -The board must
conduct unannounced inspections of two or more accredited sites and find those
sites in satisfactory compliance with California law and good professional
practice.

6. Board access to accreditor's report on individual pharmacies.

7. Length of time the accrediting agency has been operating.

8. Ability to accredit out-of-state pharmacies. Non-resident pharmacies are
eligible for licensure under the sterile compounding statutes and accreditation
should be equally available to both resident and non-resident pharmacies.

Mr. Lippe provided that the board also has specific regulation requirements to be
followed by all pharmacies that perform sterile injectable compounding duties whether
licensed by the board or accredited by one of three accreditation agencies. He advised
that modified regulations detailing requirements for pharmacies that compound
medication took effect July 7, 2010. Mr. Lippe stated that included in these regulations
are modified requirements for pharmacies that compound sterile injectable medication.

Mr. Lippe provided that during the April 2010 Board Meeting, the board directed that the
following occur:

1. Review and assess the three accreditation agencies

2. Report the findings to the Licensing Committee

3. Bring committee recommendations to the full board

Mr. Lippe provided that the board also voted to extend the approval of the two already
approved accreditation agencies, ACHC and CHAP, for one year until April 2011.
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Mr. Lippe provided that the committee was advised of the assessment results
completed by Supervising Inspector Janice Dang for both Accreditation Commission for
Health Care, Inc. (ACHC) and the Community Health Accreditation Program (CHAP).
He stated that Dr. Dang provided a comparison of both agencies and reviewed site
inspection results from 2 pharmacies for each agency.

Mr. Lippe provided that based on the information provided, the committee sought
clarification on areas of possible concern and requests were made to CHAP and ACHC
to provide information to the board by January 10, 2011 regarding how many sterile
injectable compounding pharmacies have been accredited, reaccredited, placed on
provisional status, withdrawn, and denied within the last five years as well as validation
information.

Mr. Lippe referenced to the following attachments provided in the board packet:
Detailed Comments of ACHC

Supplemental Information received from ACHC

Detailed Comments of CHAP

Supplemental Information received from CHAP

Comparison of all 4 accreditation agencies

Results of Site inspections of pharmacies accredited by each agency

ogahwNE

Mr. Lippe reviewed the recommendation from the committee to approve the two
accreditation agencies.

Supervising Inspector Janice Dang introduced Terry Duncombe, representing CHAP
and Tim Safley, representing ACHC to the board.

Dr. Dang provided an overview of ACHC and highlighted findings from her assessment
of the agency. She indicated that ACHC has submitted the information requested by
the Licensing Committee regarding the number of pharmacies accredited in California
and throughout the United States. Dr. Dang reviewed this response and advised that
the information submitted does not specify which pharmacies are compounding
pharmacies and specialty pharmacies.

Dr. Dang discussed the concern from the Licensing Committee regarding pharmacies
that appear to “ramp up” their standards for accreditation purposes. She indicated that
pharmacies licensed by California are subject to annual inspections.

Mr. Safley responded to questions from the board regarding Dr. Dang’s assessment.
Mr. Lippe asked whether ACHC utilizes pharmacists as part of the survey teams.

Mr. Safley provided that all surveys of a pharmacy are done by a pharmacist. He

referred to a packet distributed to the board regarding the ACHC accreditation program.
Mr. Safley discussed that the program includes four pharmacy services including: (1)
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infusion pharmacy, (2) ambulatory infusion center, (3) infusion nursing services and (4)
specialty pharmacy. He stated that compounding pharmacies and specialty pharmacies
are only surveyed by a registered pharmacist.

Board Member Ken Schell asked whether there is a formal mechanism in the survey
process to address issues and concerns.

Mr. Safley discussed that ACHC utilizes an Investigative Committee for both compliance
and complaint issues. He stated that there is a mechanism in place for reporting to the
board.

Executive Officer Virginia Herold thanked Mr. Safley for submitting the requested data.
She asked whether ACHC has ever revoked accreditation.

Mr. Safley provided that ACHC has revoked about 218 accreditations for all of its
services. He stated that data regarding the reapplication of a revoked entity is not
maintained.

Ms. Herold indicated that the board should be notified of any complaints regarding the
safety of drugs or the safety of the procedures being used by the accredited
pharmacies. She stated that the board will work with ACHC to help facilitate this
information.

Mr. Safley requested that ACHC also be notified regarding any complaints submitted to
the board against an ACHC accredited pharmacy.

Board Member Ramon Castellblanch asked whether ACHC is paid by the entities that it
accredits.

Mr. Safley stated that ACHC is paid by these entities.

Dr. Castellblanch requested clarification regarding the results of the board’s assessment
of the two ACHC accredited pharmacies.

Dr. Dang provided that no issues of noncompliance were identified. She stated that
both ACHC-accredited pharmacies assessed were aware of the new compounding
requirements. Dr. Dang discussed that one of the pharmacies assessed was offered an
education on implementation in this area.

Dr. Castellblanch discussed that the board needs to be vigilant in the review of these
pharmacies as they are paying for ACHC accreditation.

Ms. Herold discussed that the assessment of the ACHC accredited pharmacies only
identified minor corrections. She stated that there were no major areas of
noncompliance that would warrant any disciplinary action by the board.
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Mr. Safley discussed that ACHC's reputation is dependent on the entities it accredits
and approval by organizations such as the board.

Dr. Dang provided that the pharmacies assessed were selected randomly from a list
provided by the accrediting agencies.

Ms. Duncombe provided an overview of the data provided by CHAP. She indicated that
all pharmacies are surveyed by a pharmacist.

Dr. Dang highlighted the survey results for the assessment of the two CHAP-accredited
pharmacies. She stated that several areas of noncompliance were identified and
discussed that these pharmacies appeared to “ramp up” their standards for
accreditation purposes.

Ms. Duncombe provided that CHAP has submitted copies of reports for the last CHAP
surveys of the pharmacies that were assessed by the board. She stated that both
pharmacies were required to complete plans of corrections for deficiencies and were
subject to follow-up visits. Ms. Duncombe advised that CHAP accredited pharmacies
are always subject to follow-up visits within the three-year accreditation period.

Dr. Castellblanch discussed that the assessment results are alarming from the
perspective of a non-pharmacist.

Mr. Badlani asked whether the accredited pharmacies are also licensed by the board.

Ms. Herold provided that accredited pharmacies are required to follow California
pharmacy law; but, are not required to have a special sterile compounding license.

Deputy Attorney General Joshua Room provided that these accredited pharmacies do
not have a special license (e.g. sterile compounding license) in addition to their general
pharmacy license.

Dr. Schell addressed the concern expressed by Dr. Castellblanch. He stated that these
pharmacies should be visited again to ensure compliance.

Ms. Herold provided that deficiencies regarding expiration dates and refrigeration would
warrant a strong warning or citation. She stated that egregious cases of non
compliance in this area would be referred to the Attorney General’'s Office.

Dr. Castellblanch confirmed that if approved, the agencies will be reevaluated for
accreditation in three years.

Board Member Deborah Veale discussed that these deficiencies were addressed in
depth at the Licensing Committee Meeting. She stated that the committee felt
comfortable that both agencies had the right processes in place to ensure the standards
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are being met. Ms. Veale advised that CHAP and ACHC will have pharmacists on the
surveying team which represents an enhancement of the current standard in this area.

Dr. Schell provided comment in support of the recommendation for approval. He stated
that the board has the right to readdress this issue at any time before the three-year
period.

Ms. Herold provided that the board will continue to conduct random inspections of the
accredited pharmacies.

Board Member Tappan Zee arrived at 9:48 a.m.

Dr. Castellblanch encouraged board staff to remain diligent in this area and for the
board to address this issue in the event any concerns are raised.

No public comment was provided.

MOTION: LICENSING COMMITTEE: Recommend to the board that ACHC and CHAP
be reapproved as accreditation agencies for three years pending receipt of the
requested information.

Support: 10 Oppose: 0  Abstain: 1

b. Update on the Board’s Psychometric Evaluation for the EXCPT and PTCB
Examinations

Mr. Lippe provided that Business and Professions Code section 4202 establishes the
requirements for licensure as a pharmacy technician. He identified several routes to
licensure, including:

e Obtain an associates degree in pharmacy technology

e Completion of a technician training course

e Graduation from a school of pharmacy recognized by the board

e Certification by the Pharmacy Technician Certification Board

Mr. Lippe provided that Business and Professions Code section 139 requires a
psychometric assessment description of the occupational analysis serving as the basis
for the examination and an assessment of the appropriateness of prerequisites for
admittance to the examination.

Mr. Lippe provided that during the April 2009 Board Meeting, the board voted to direct
staff to take the necessary steps to secure a vendor to complete the necessary
psychometric assessments of the Pharmacy Technician Certification Board (PTCB) and
Exam for the Certification of Pharmacy Technicians (ExCPT).
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Mr. Lippe provided that the results of the review would ensure that these applicants who
gualify for licensure as a pharmacy technician have passed a validated exam,
consistent with the requirements in B&PC 139.

Mr. Lippe provided that since that time, board staff has pursued several options to
facilitate these evaluations; however, because of contract restrictions including freezes,
work could not be initiated. He stated that last year the board was advised that the
department’s Office of Professional Examination Services would be available to conduct
these evaluations for the board.

Mr. Lippe provided that the committee was advised that work is scheduled to begin in
January 2011 and should be completed in June 2011. He explained that it was
suggested that based on the findings it may be appropriate to recommend a change to
the statutory requirements for licensure detailed in B&PC 4202 to allow acceptance of
either exam.

Assistant Executive Officer Anne Sodergren indicated that this work has begun.
Dr. Schell left the meeting room at 9:53 a.m.
Mr. Lippe provided that the committee took no action on this item.

No public comment was provided.

C. Summary of a Discussion About a Proposal to Specify Continuing
Education Credit for Pharmacists in Specific Content Areas

Mr. Lippe provided that Business and Professions Code section 4231 requires
pharmacists to earn 30 hours of approved continuing education credit every two years
as a condition of renewal.

Mr. Lippe provided that Business and Professions Code section 4232 establishes the
general content of courses.

Mr. Lippe provided that Article 4 of Division 17 of Title 16, California Code of
Regulations contains the relevant regulations implementing the statutes.

Mr. Lippe provided that at several prior meetings of the board or its committees,
including the last two meetings of the Licensing Committee, there was general
discussion about developing requirements for pharmacists to earn CE in specific subject
matter areas. He stated that to establish such a requirement would take either a
legislative or regulation change.

Minutes of February 1 and 2, 2011 Public Board Meeting
Page 8 of 72



Mr. Lippe provided that prior discussions have included the need to earn CE in
emergency response, patient consultation or in maintaining control of a pharmacy’s
drug inventory.

Dr. Schell returned to the meeting room at 9:54 a.m.

Mr. Lippe provided that at the October 2010 Board Meeting, the board directed that the
committee continue its discussion about such a requirement.

Mr. Lippe provided that the committee discussed the challenges in evaluating a course
to ensure it is achieving the objective. He stated that the committee also discussed the
possibility of breaking the CE requirement into required areas and discretionary subjects
and suggested that staff could research providers and possible ways to implement.

President Weisser suspended discussion of agenda item Ill. ¢ in order to hear public
comment for item IIl. b.

Public Comment

Amy Gutierrez, Director of Pharmacy Affairs with the LA County Department of Health
Services, provided comment on pharmacy technician certification. She discussed that
many technicians are deficient in simple mathematics. Dr. Gutierrez advised that there
is a 40 percent failure rate in math of technicians assessed by LA County. She urged
the board to address this issue and the education provided by technician training
schools.

Dr. Schell discussed that it is also incumbent on the employer to assess this
competency as well.

The board further discussed this issue. President Weisser requested that Dr. Gutierrez
forward the data compiled by LA County on this issue.

Steve Gray, representing Kaiser Permanente, discussed that the role of pharmacy
technicians should be addressed. He expressed concern regarding the competency
and ability of technicians to make compounding calculations. Dr. Gray suggested that a
second level of pharmacy technician licensure be established for technicians who will
perform compounding calculations. He discussed that Kaiser Permanente is
scrutinizing pharmacy technician schools for a variety of reasons including competency
and a graduate’s likelihood for diversion. Dr. Gray provided that no relationship
between the length of the education and the quality of the technician has been
determined.

Board Member Ryan Brooks encouraged the board to research this issue and to
determine if a problem exists in the area of mathematics. He suggested that this issue
be added to the agenda of a future meeting.
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The board resumed discussion of agenda item IIl. c.

Mr. Lippe reviewed the recommendation of the Licensing Committee to pursue specific
content areas for continuing education and to authorize board staff to investigate
implementation.

Ms. Veale provided that the Licensing Committee discussed that specific content areas
will help to better educate licensees for better consumer protection. She discussed that
the content areas can change when a need is identified by the board. Ms. Veale
discussed that content areas are required by other states.

Dr. Schell provided comment in support of the recommendation. He suggested that the
board solicit input regarding content areas from the community, public, and professional
organizations.

Public Comment

Dennis McAllister, representing the Accreditation Council for Pharmacy Education
(ACPE), cautioned the board from being to prescriptive in this area. He suggested that
the board review the current ACPE direction regarding continuous professional
development.

Michael Negrete, representing the Pharmacy Foundation of California, reiterated the
comments made by Mr. McAllister. He suggested that the board also evaluate whether
CE should be earned “live.”

Ms. Veale asked Dr. Negrete if he is aware of any studies regarding live education.

Dr. Negrete provided that he is unsure of any specific studies. He expressed concern
regarding the educational value of written and online programs.

Dr. Castellblanch provided comment in support of live education. He discussed that
certain areas of topics are better addressed during a face to face discussion.

Kristy Shellans, DCA Staff Counsel, discussed first amendment challenges to restricting
the delivery of education. She stated that education does not necessarily need to be
live if it can be delivered in an interactive manner. Ms. Shellans encouraged the board
to focus on the interactive aspect of certain elements of education.

Dr. Gray, representing Kaiser Permanente, suggested that the board address the
implementation of CE content areas. He recommended that the board consider drug
abuse as a CE subject and the establishment of special requirements for pharmacists-
in-charge. Dr. Gray discussed the benefits of live education and stated that the
Commissions on Education found that the best way to improve education is to require a
test after every educational session.
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MOTION: LICENSING COMMITTEE: Recommend that the board pursue specific
content areas for continuing education. If the recommendation is approved, authorize
staff to investigate implementation.

Support: 11 Oppose: 0  Abstain: 0

d. Update on the Board’s Efforts to Implement 16 California Code of
Regulations Section 1702, Mandatory Submission of Fingerprints for
Pharmacists

Mr. Lippe provided that earlier this year, the board established new requirements for
pharmacist renewal that were placed into CCR Section 1702. He stated that this
regulation was approved by the Office of Administrative Law and took effect on
December 7, 2010.

Mr. Lippe provided that the regulation specifies that as a condition of renewal, a
pharmacist must disclose on the renewal form any arrest or conviction, as specified,
since the licensee’s last renewal; that a pharmacist applicant must pay the actual cost of
compliance with the submission of fingerprints; a requirement that the licensee retain
proof of compliance, as specified; and that failure to comply with the fingerprint
requirement will result in an application for renewal being considered incomplete.

Mr. Lippe provided that beginning in December 2010, pharmacist renewals will be held
if a licensee fails to complete the disclosure section on the renewal form.

Mr. Lippe provided that the board was advised the beginning of November 2010 that
due to the on-going fiscal crisis and hiring restrictions within State government, effective
Monday, November 8, 2010, the California Department of Justice (DOJ) no longer has
the resources to take phone calls or process follow-up inquiries from regulatory entities
who have submitted a criminal offender record information search request through the
DOJ or the Federal Bureau of Investigation (FBI). He stated that because of this,
implementation of the fingerprint requirements was delayed.

Mr. Lippe provided that the committee was advised that the board has been
unsuccessful in obtaining the necessary changes to implement this provision because
of its dependence on other agencies.

Mr. Lippe provided that the committee did not take action on this item.

Mr. Lippe provided that in late December 2010, the board was successful in achieving
the necessary programming changes through the DOJ. He stated that board staff
anticipates the revised LiveScan form will be available for download from the board’s
Web site the beginning of February 2011. Mr. Lippe advised that full implementation of
this provision is anticipated in June 2011. He indicated that affected pharmacists will be
advised 60-90 days prior to renewal of the requirement.
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No public comment was provided.

e. Discussion of the California Hospital Association’s Repopulation After
Hospital Evacuation Guidelines and Checklist

Mr. Lippe provided that the committee was advised that Executive Officer Herold served
on a panel convened by the California Hospital Association to identify the components
needing check off following the evacuation of the hospital but before the hospital can be
“repopulated.” He stated that the committee was provided a brief summary and was
advised that with respect to the pharmacy, if called upon by the California Department
of Public Health (CDPH), the board will inspect the pharmacy to validate that there are
appropriate safeguards to ensure the safety of the drugs.

Mr. Lippe provided that the committee did not take action on this item.
Public Comment

Steve Gray, representing Kaiser Permanente, suggested that an ad hoc committee
including hospital pharmacists be created to help develop the checklist.

Ms. Herold discussed that the board’s role in the development of the checklist was
relatively minor.

f. Competency Committee Report

Mr. Lippe provided that effective December 1, 2010, the board instituted a quality
assurance review of the California Practice Standards and Jurisprudence Examination
for Pharmacists (CPJE). He explained that this process is done periodically to ensure
the reliability of the examination. Mr. Lippe stated that during such reviews the board
encourages all qualified applicants to continue to schedule and take the CPJE exam.
He indicated that the greater the number of applicants who take the exam during this
review period, the sooner results can be released.

Mr. Lippe provided that this review was recently completed and results were released
January 24, 2011.

Mr. Lippe provided that both Competency Committee workgroups met in the fall of 2010
to work on examination development. He explained that each workgroup will ensure the
new outline will be used to develop examinations administered after April 1, 2011.

Mr. Lippe provided that the committee did not take action on this report.

Assistant Executive Officer Anne Sodergren provided that the pass rate statistics are

not yet available.
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Ms. Herold provided that these statistics should be available by the May 2011 Board
Meeting.

No public comment was provided.

g. Update on the Conversion to a New Content Outline for the California
Practice Standards and Jurisprudence Examination for Pharmacists in
April 2011

Mr. Lippe provided that Business and Professions Code section 139, requires the board
to complete an occupational analysis periodically which serves as the basis for the
CPJE examination.

Mr. Lippe provided that consistent with this requirement, in 2010 the competency
committee developed a job analysis survey with the board’s contracted psychometric
firm. He stated that the results of this survey resulted in the need to slightly change the
content outline of the CPJE to ensure it remains valid for California.

Mr. Lippe provided that under the leadership of the board’s psychometric consultant, the
Competency Committee revised the content outline, which was presented to the board
at the April 2010 Board Meeting. He stated that after the board approved the revised
content outline, the Competency Committee worked with the board’s psychometric
consultant to ensure the new outline will be used to develop examinations administered
after April 1, 2011.

Chair Lippe provided that the new outline and new sample questions will be posted on
the board’s Web site in early February 2011. He stated that exam applicants will be
sent a letter advising them of the change.

Ms. Herold provided that progress with the new content outline is on schedule and will
take effect April 1, 2011.

Mr. Lippe provided that the committee did not take action on this item.

No public comment was provided.

h. Licensing Statistics

Mr. Lippe referenced to the licensing statistics for first and second quarter 2010/11
contained within the board packet.

No public comment was provided.
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i Workload and Processing Statistics

Mr. Lippe provided that last year the department established a new unit, Licensing
through Job Creation. He stated that one of the products from this unit is workload and
processing statistics for each program within the DCA. Mr. Lippe explained that
although the board has collected and publicly reported this information for a very long
time, not all boards may have historically done so. He indicated that the statistics
generated internally vary a bit from those obtained by the department, but generally
when looking at the information over a period of time, the statistics end up being pretty
consistent.

No public comment was provided.

J- Summary of the Meeting Held December 2, 2010

Mr. Lippe referenced to the summary of the meeting held on December 2, 2010
provided in the board packet.

No public comment was provided.

k. Second Quarterly Report on the Committee’s Goals for 2010/11

Mr. Lippe referenced to the second quarterly report on the Licensing Committee’s goals
contained within the board packet.

No public comment was provided.

V. Recognition of Pharmacists Licensed with the Board for 50 Years

No pharmacists celebrating 50 years of service were in attendance.

V. Legislation and Regulation Committee.

Part 1 — 2011 LEGISLATION

a. Board-Sponsored Legislation

1. 2011 Omnibus Proposal to Amend Section 4200 — Remove Obsolete
Reference to Previous Pharmacist Licensing Requirement
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Dr. Schell provided that at the October 2010 Board Meeting, the board voted to
pursue an omnibus provision to eliminate a reference to the previous
pharmacists examination in Business and Professions Code section 4200. He
stated that staff has submitted language to the Senate Committee on Business,
Professions and Economic Development for inclusion in the committee’s
omnibus bill.

No public comment was provided.

2. Section 4362 — Entry Into Pharmacists Recovery Program

Dr. Schell provided that this item has been withdrawn for clarification. He
advised that it will be brought back for discussion at a future meeting.

No public comment was provided.

3. Sections 4040.5, 4081 and 4126.5 — Proposal Regarding Return of
Medicine via Reverse Distributors

Dr. Schell provided that over the last several years the board has been involved
in the issue of take-back drugs, where patients can return unwanted medicine
(both OTC and prescription) to pharmacies for disposal instead of tossing them in
the garbage or flushing them down the toilet. He stated that the board voted in
January 2010 to pursue sponsorship of such legislation, to include the provisions
below, but they were not picked up in the prior session. Dr. Schell indicated that
board staff is working to secure an author to carry these provisions.

Dr. Schell referenced to the following amendments.
a. Amend section 4040.5 — Reverse Distributor
Specifies that a reverse distributor may not accept previously dispensed
medicine and specifies that previously dispensed medicine returned to a

pharmacy can only be handled by a licensed integrated waste hauler.
Defines “dispensed” for purposes of this section only.

b. Amend section 4081 — Records of Dangerous Drugs and Devices
Kept Open for Inspection; Maintenance of Records, Current
Inventory

Specifies that records documenting the return of drugs to a wholesaler or
reverse distributor must include the quantity or weight of the drug being
returned, the date returned and the name(s) to which the drugs were
provided. Specifies that records documenting the return of drugs to a
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licensed integrated waste hauler shall include a list of the volume in weight
and measurement, and the date and name of the hauler. Defines
“licensed integrated waste hauler” for purposes of this section only.

C. Amend section 4126.5 — Furnishing Dangerous Drugs by a
Pharmacy

Authorizes a pharmacy to furnish drugs to a licensed integrated waste
hauler. Needs to authorize a pharmacy to accept returned product from a
consumer in the event of a product recall.

No public comment was provided.

4. Sections 4104, 4105 and 4112 — Enforcement Enhancements

Dr. Schell provided that in January 2010 the board voted to pursue statutory
changes as outlined in Sections 4104 and 4112. He stated that the proposed
amendments to 84105 mirror those contained in proposed changes to 84081,
related to the production of records, when requested by the board.

Dr. Schell provided that staff is working to secure an author to carry these
provisions.

Ms. Herold requested clarification regarding whether it is intended to amend the
section to require notification to the board within 14 days or 30 days as two
versions have been drafted for the section.

Dr. Schell reviewed the following amendment to §4104.

a. 84104 — Licensed Employee, Theft or Impairment, Pharmacy
Procedure

Amend to clarify that a pharmacy shall provide the board, within 14 days,
evidence of licensee’s theft or impairment. Require a pharmacy to
conduct an audit to determine the scope of a drug loss and to provide the
board with a certified copy of the audit results.

Dr. Schell referred to the minutes from the October 2010 Board Meeting which
indicated that that the section was to be amended to require notification within 14
days.

Ms. Shellans recommended that the board approve a clarifying motion to reaffirm
this amendment.
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Board Member Rosalyn Hackworth offered a proposal to reaffirm the board’s
position that the language in 84104 reflect 14 days as opposed to 30.

Board Member Randy Kajioka expressed concern that this requirement will
conflict with DEA requirement to report of a loss or shortage within 30 days.

Mr. Room clarified that this amendment will apply to 4104(c).

Ms. Veale provided comment in opposition to the proposal. She discussed that
30 days is a more reasonable amount of time to compile information for the
board.

Ms. Herold provided that this provision arose from the department’s Consumer
Protection Enforcement Initiative (CPEI). She discussed that it is a more
aggressive standard than what is currently in law.

Ms. Sodergren discussed that requiring the reporting within 14 days provides the
board with the opportunity to take some more immediate action rather than
waiting 30 days.

Ms. Veale reiterated her concern that 14 days is not enough time for pharmacies
to compile all of the needed information.

Dr. Schell spoke in support of the proposal. He discussed that he reads the
language as requiring notification within 14 days and not submission of all of the
information.

Ms. Shellans provided that the proposal would require notification and the
submission of all of the information listed in subdivision (c) within 14 days. She
clarified that the current requirement under law requires that notification be
provided within 14 days.

The board discussed this amendment and whether the information required in
subdivision (c) should be required with the notification within 14 days.

Ms. Herold provided that a more aggressive timeframe will allow the board to
quickly remove an impaired licensee from practice.

Supervising Inspector Robert Ratcliff discussed that the current statute only
requires notification. He stated that the board is often required to obtain an
investigative subpoena to get the needed information. Dr. Ratcliff explained that
this extra step slows down the investigation process. He stated that the
amendment to require both the notification and the submission of the information
better protects the public and gives the board more timely access to pursue
action.
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Mr. Lippe suggested that language be amended to require that the pharmacy
begin an audit within 14 days.

Ms. Herold suggested that the last sentence in subdivision (c)(4) be removed and
added as new subdivision (d). Existing subdivision (d) would be renumbered to
(e). New subdivision (d) would read as follows:

(d) As part of this evidence, the pharmacy shall conduct an audit to
determine the loss, if any, from the pharmacy. A certified copy of the audit
and results shall be provided to the board within 30 days of the initial
report to the board.

Ms. Hackworth revised her previous proposal to include this modification as
suggested by Ms. Herold.

Ms. Veale expressed concern that a pharmacy will have enough time to produce
a video and documentary evidence within the 14 days. She discussed that it
may be more beneficial to require all information within the same timeframe in
one complete package.

Dr. Kajioka suggested that the board seek public comment on this issue. He
discussed that organizations may want their legal counsel to review this
information prior to submitting it to the board.

Discussion continued regarding a pharmacy’s ability to produce video evidence.

Ms. Shellans asked whether it would be problematic to require all information
within 14 days with exception to the audit which would be required in 30 days.

Dr. Ratcliff provided that the audit would be supplemental information.

Mr. Room provided that receipt of the video would be sufficient for purposes of
obtaining an interim suspension order (ISO) or a PC 23.

Ms. Veale requested that the board hear public comment on this issue.

Public Comment

Darlene Fujimoto, representing UCSD, provided that it is difficult to compile a full
package of information in 14 days. She discussed the issue of suspicion of a
licensee and asked when a pharmacy is required to notify the board of any
suspicion.

Mr. Room provided that the original provisions required reporting based on
suspicion. He stated that this version was amended to require concrete
elements (items 1-6 in subdivision (c) ) to trigger a pharmacy’s duty to report to
the board.
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Steve Gray, representing Kaiser Permanente, provided that Kaiser conducts an
audit to conclude that a loss did in fact occur. He encouraged that the 14 day
period begin once a conclusion has been made. Dr. Gray indicated that he
would prefer a 30 day requirement instead of 14 days. He discussed that there is
a process that must be followed when setting up a covert video to catch theft
including approval from the National Legal Council, editing of individuals and
patients that are not involved, producing an explanation of what is on the video,
and giving the possible culprit an opportunity to explain the evidence.

Mr. Room provided that evidence demonstrating theft or impairment is to be
judged by an objective standard rather than a subjective standard. He stated
that the board must be notified if a reasonable person views a video and
concludes that it demonstrates theft or impairment. Mr. Room provided that
delaying notification to the board so that an organization can subjectively
conclude that theft or impairment has been demonstrated is a violation of the
reporting requirement.

Discussion continued regarding the triggering element that requires an
organization to report to the board. It was reiterated that the main purpose of the
amendment is to facilitate information to the board to aid in the removal of the
licensee from practice more quickly.

Dr. Gray asked for clarification regarding certified copies.

Mr. Room clarified that a copy of the audit should be accompanied by a
declaration under penalty of perjury from an authorized representative that the
copy is a true and correct copy of the audit performed by the organization. He
suggested that the word “certified” be struck from the language.

Dr. Kajioka requested clarification regarding the intent of subdivision (d).

Mr. Room provided that that subdivision (d) is intended to provide immunity to the
reporting entity against claims that might be brought against that entity by the
person that is being reported.

MOTION: Reaffirm that the language in 84104 — Licensed Employee, Theft or
Impairment, Pharmacy Procedure be amended to clarify that a pharmacy shall
provide the board within 14 days evidence of a licensee’s theft or impairment.
Require a pharmacy to conduct an audit to determine the scope of a drug loss
and to provide the board with a copy of the audit results within 30 days of the
initial report to the board.

M/S: Hackworth/Lippe

Support: 10 Oppose: 1 Abstain: 0
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MOTION: Approve the amended language to 84104 — Licensed Employee, Theft
or Impairment, Pharmacy Procedure to read as follows:

4104. (a) Every pharmacy shall have in place procedures for taking action
to protect the public when a licensed individual employed by or with the
pharmacy is discovered or known to be chemically, mentally, or physically
impaired to the extent it affects his or her ability to practice the profession
or occupation authorized by his or her license, or is discovered or known
to have engaged in the theft, diversion, or self-use of dangerous drugs.

(b) Every pharmacy shall have written policies and procedures for
addressing chemical, mental, or physical impairment, as well as theft,
diversion, or self-use of dangerous drugs, among licensed individuals
employed by or with the pharmacy.

(c) Every pharmacy shall report and provide to the board, within 14 days
of the receipt or development of the following information with regard to
any licensed individual employed by or with the pharmacy:

(1) Any admission by a licensed individual or chemical, mental, or
physical impairment affecting his or her ability to practice.

(2) Any admission by a licensed individual of theft, diversion, or self-use
of dangerous drugs.

(3) Any video or documentary evidence demonstrating chemical, mental,
or physical impairment of a licensed individual to the extent it affects his or
her ability to practice.

(4) Any video or documentary evidence demonstrating theft, diversion, or
self-use of dangerous drugs by a licensed individual.

(5) Any termination based on chemical, mental, or physical impairment of
a licensed individual to the extent it affects his or her ability to practice.

(6) Any termination of a licensed individual based on theft, diversion, or
self-use of dangerous drugs.

(d) As part of this evidence, the pharmacy shall conduct an audit to
determine the loss, if any, from the pharmacy. A copy of the audit and
results shall be provided to the board within 30 days of the initial report to
the board.

(e) Anyone making a report authorized or required by this section shall
have immunity from any liability, civil or criminal, that might otherwise arise
from the making of the report. Any participant shall have the same
immunity with respect to participation in any administrative or judicial
proceeding resulting from the report.

M/S: Hackworth/Lippe
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Support: 10 Oppose: 1 Abstain: 0

The board deferred discussion of 84105 and 84112 to a later agenda item.

b. Legislation Introduced Impacting the Practice of Pharmacy or the Board’s
Jurisdiction

1. SB 41 (Yee) — Disposal of Hypodermic Needles and Syringes

Dr. Schell provided that Senate Bill 41 is a reintroduction of Senator Yee’s (prior
session) SB 1029. He stated that the Governor vetoed SB 1029 stating the bill
would remove the ability of local officials to best determine policies in their
jurisdiction. Dr. Schell advised that the board did not take a position on SB 1029.

Dr. Schell provided that as introduced, SB 41 would allow a physician or
pharmacist to furnish 30 or fewer hypodermic needles and syringes solely for
personal use to a person 30 years of age or older. He stated that the bill
addresses the storage of products to ensure they would be available only to
authorized personnel, would require that disposal options are provided to
consumers, and would require pharmacies to provide written information or
verbal counseling at the time of furnishing on how to access drug treatment.

Dr. Schell provided that the bill has been double-referred to the Senate
Committees on Health, and Public Safety.

Dr. Castellblanch provided comment on the importance of this issue. He
discussed that there is evidence to support that access to hypodermic needles
and syringes reduces the prevalence of HIV, AIDS, and Hepatitis C. Dr.
Castellblanch highlighted the history of this policy and indicated that a related
policy was signed by former Governor Schwarzenegger with severe restrictions.
He encouraged the board to support this bill.

Mr. Room stated that he has one drafting concern that can be addressed if the
board chooses to take action on the bill at this meeting.

Dr. Schell suggested that the board refer this item back to the committee to
develop and recommend a position to the board. He requested that Dr.
Castellblanch send the evidence that he discussed to the committee.

Dr. Kajioka confirmed that the actual legislation specifies that the items can be
furnished to a person 18 years of age or older.

No public comment was provided.
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2. AB 36 (Hill) — Retail Sale of Ephedrine; Transmission of Sale Data to
NPLEx

Dr. Schell provided that this bill has been gutted and amended and no longer
impacts the board. He stated that the author of the bill will reintroduce the same
text in another vehicle. Dr. Schell clarified that NPLEX stands for the National
Precursor Log Exchange.

Dr. Schell provided that the board will again follow this bill when it is
reintroduced.

Dr. Schell provided that Senate Bill 100 was introduced after the release of the
meeting agenda. He provided an overview of the bill and indicated that it would
provide for the licensure of surgical clinics owned by physicians by the
Department of Public Health.

Dr. Schell provided that this bill will be added to a future meeting agenda for
discussion. He indicated that copies of the bill have been distributed to the board
and are available to the public in the back of the room.

The board resumed discussion of the amendments to §4105 and §4112.

b. 84105 — Retaining Records of Dangerous Drugs and Devices on Licensed
Premises; Temporary Removal; Waivers; Access to Electronically
Maintained Records

Dr. Schell provided that this amendment would specify the time period for which

records shall be provided to the board when requested by an inspector or

authorized representative of the board.

No public comment was provided.

C. 84112 — Nonresident Pharmacy; Registration; Provision of Information to
Board; Maintaining Records; Patient Consultation

Dr. Schell provided that this amendment would require that a nonresident

pharmacy cannot allow a pharmacist, whose license has been revoked in

California, from providing pharmacist related services to Californians.

Dr. Schell reviewed subdivision (c) and the amendment to this section in
subdivision (d).

No public comment was provided.
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The board recessed for a lunch break at 12:04 p.m.

The board reconvened at 1:15 p.m. Board Members Zee and Kajioka were not present
in the meeting room.

Dr. Schell announced that a quorum of the board was present.

Part 2 — REGULATIONS

a. For Board Discussion and Possible Action

1. Staff Recommendations for Modification of Existing Proposed Text and
Request for Reconsideration of Prior Board Directive to Modify and Adopt
Changes to Title 16 CCR Section 1732.2 — Board Accredited Continuing
Education

Dr. Schell provided that at the February 2010 Board Meeting, the board voted to
initiate the rulemaking process to amend 16 CCR § 1732.2 related to board-
accredited continuing education. He stated that the proposed text was formally
noticed for comment on October 8, 2010, and the 45-day comment period
concluded on November 22, 2010. Dr. Schell indicated that the board received
one comment in support of the proposed amendments.

Dr. Schell provided that during the public comment period, the board learned that
the National Association of Boards of Pharmacy (NABP) no longer administers
the Pharmacist Self-Assessment Mechanism (PSAM). He indicated that
subdivision (f) of the proposed amendments is obsolete. Dr. Schell stated that
the NABP is developing a new self-assessment mechanism, the “PARE” — and
the NABP anticipates that the PARE will be available in the 4™ quarter of 2011.

Dr. Schell provided that as initially noticed, the proposed regulation would modify
the term “continuing education credit” to “continuing education hours” and would
add board-approved continued education for the following:

e A pharmacist serving on a designated subcommittee for conducting a
review of exam test questions (up to 6 hours of CE)

e Attending a full-day board meeting (up to 6 hours annually)

e Attending a full committee meeting (up to 2 hours for each meeting,
maximum of four hours annually)

e A pharmacist who completes the PSAM administered by the National
Association of Boards of Pharmacy (up 6 hours of CE) [proposed
subdivision (f)]

e Successfully passing the examination administered by the Commission for
Certification in Geriatric Pharmacy (3 hours of CE)
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Dr. Schell provided that board staff recommends modifying the proposed
language to strike subdivision (f) from the proposed language (related to the
PSAM), and that a 15-day public comment period be issued for the modified text.

No public comment was provided.

MOTION: Direct staff to modify the proposed text of 16 CCR 1732.2, to strike
subdivision (f) related to the PSAM, and issue the modified text for a 15-day
public comment period. If no negative comments are received, direct staff to
take all steps necessary to complete the rulemaking process, including filing of
the final rulemaking package with the Office of Administrative Law, authorize the
Executive Officer to make any non-substantive changes to the proposed
regulations before completing the rulemaking process, and adopt the proposed
regulations at Section 1732.2 as described in the minutes.

M/S: Lippe/Hackworth

Support: 9  Oppose: 0  Abstain: 0

Ms. Shellans provided that there was a public comment during the rulemaking
process requesting clarification regarding whether educational activities are
additions to the current CE options. She indicated that this clarification was
explained in the initial statement of reasons and will be further explained in the
final statement of reasons.

2. Staff Recommendations for Modification of Existing Proposed Text and
Request for Reconsideration of Prior Board Directive to Initiate a
Rulemaking to Amend Title 16 Section 1793.5 — Amend Pharmacy
Technician Application and Require Applicants to Submit a Self-Query
From the National Practitioner Data Bank — Healthcare Integrity &
Protection Data Bank (NPDB-HIPDB)

Mr. Zee and Dr. Kajioka returned to the meeting room at 1:20 p.m.

Dr. Schell reviewed the modifications to the Pharmacy Technician Application
(Form 17A-5) to reduce the number of deficiencies the board issues for these
applicants. He stated that the application will require an applicant to submit
documentation to verify that he or she has met the mandatory education
requirement as specified in Business and Professions Code section 4202(a).

Dr. Schell provided that action taken by the board today will supersede the action
taken at the October 2010 Board Meeting.

No public comment was provided.
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MOTION: To modify the Pharmacy Technician Application (Form 17A-5), as
proposed, which is incorporated by reference in the proposed language of

16 CCR 1793.5; and direct staff to take all steps necessary to complete the
rulemaking process, including noticing the proposed language approved in
October 2010 and the proposed Pharmacy Technician Application, as modified,
for a 45-day public comment period.

If no negative comments are received during the 45-day public comment period,
direct staff to take all steps necessary to complete the rulemaking process,
including the filing of the final rulemaking package with the Office of
Administrative Law, authorize the Executive Officer to make any non-substantive
changes to the proposed regulations before completing the rulemaking process,
and adopt the proposed regulation at Section 1793.5 as described in the
minutes.

M/S: Lippe/Weisser

Support: 11 Oppose: 0  Abstain: 0

3. Discussion and Possible Action to Initiate a Rulemaking to Amend Title 16
Sections 1715, 1784, 1735.2, and 1751— Update of Self-Assessment
Forms for Pharmacies, Sterile Injectable Compounding Pharmacies,
Hospitals and Wholesalers

Dr. Schell provided that pharmacy law requires pharmacies and wholesalers to
conduct self-assessments to promote compliance with various federal and state
laws and regulations through self-examination and education.

Dr. Schell provided that board staff has been working to update the board’s
various self-assessment forms to incorporate changes in pharmacy laws and
regulations since the prior revisions. He stated that each self-assessment also
includes a proposal to add a signature block of the pharmacy owner, hospital
administrator, partner or corporate officer, to acknowledge that they have read
and reviewed the self-assessment and understand that failure to correct any
deficiency identified therein could result in the revocation of a license issued by
the board.

Dr. Schell provided that board staff recommends that the board approve the
following modifications to the sections referenced below, and that the self-
assessments incorporated by reference be updated with revision dates of 01/11.

e To modify Title 16 section 1715, as proposed, and update the self-
assessment forms incorporated by reference (17M-13 and 17M-14), as
proposed,;
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e To modify Title 16 section 1784, as proposed, and update the
self-assessment form (17M-26) incorporated by reference, as proposed;

e To modify Title 16 section 1735.2, as proposed, which moves the self-
assessment (17M-39) from section 1735.2 to section 1751 (Article 7), and
makes that self-assessment specific to sterile injectable compounding;

e To modify Title 16 section 1751, as proposed.

Ms. Herold reviewed additional modifications being suggested by board staff.
She provided that the language regarding self assessment in section 1751 is no
longer needed and will be struck. Ms. Herold discussed that language will also
be added to require that pharmacies complete a self assessment prior to a
change in location.

Public Comment

Steve Gray, representing Kaiser Permanente, provided that his organization was
unable to submit a sample form including subsection number formatting. He
indicated that this sample will be submitted to the board. Dr. Gray encouraged
that this sample formatting be considered as a nonsubstantive change.

Dr. Gray expressed concern regarding the signature requirement on the self
assessment form. He suggested that clarification be added to allow the
signature of any person responsible for a hospital pharmacy license as not all
hospitals have a “hospital pharmacy administrator” position.

Mr. Room clarified that the signature is certifying that the administrator has read
and reviewed the assessment. He stated that the signature does not certify the
contents of the assessment.

Ms. Shellans provided that the intent is to certify that the administrator is aware
of the assessment and to acknowledge that failure to correct deficiencies is
grounds for discipline.

Dr. Gray discussed the new modification requiring that the intern hour affidavit be
signed by the pharmacist under whom the experience was earned. He
discussed that this requirement will create a lot of confusion for licensees
specifically concerning signature requirements when experience is earned under
multiple pharmacists.

Ms. Shellans provided comment regarding Dr. Gray’s concern regarding the
hospital administrator. She clarified that the pharmacist-in-charge and the owner
of the pharmacy are held accountable for misconduct and violations in discipline
cases and should be noticed of any deficiencies.

Mr. Room provided that this provision is intended to ensure that the entire burden
is not solely placed on the pharmacist-in-charge. He discussed that the
pharmacy owner needs to be aware of what is occurring in the pharmacy.
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Discussion continued regarding this provision. It was clarified that the intent of
this provision is to ensure that the administrator/owner has read and reviewed
the assessment and also provides a layer of protection for the pharmacist-in-
charge.

Ms. Shellans provided comment regarding Dr. Gray’s concern regarding the
certification of intern hours. She reviewed Business and Professions Code
section 4209 which permits certifications to be completed by the pharmacist
under whom the experience was earned or by the pharmacist-in-charge at the
pharmacy while the pharmacist intern obtained the experience. She
recommended that the intern hour affidavit be consistent with this section.

Ms. Sodergren provided that this change will also need to be made to Self-
Assessment form 17M-13.

There was no additional board discussion or public comment.

MOTION: To direct staff to initiate a rulemaking to propose modifications to the
text of 16 CCR Sections 1715, 1735.2, 1751, and 1784, and to propose updates
to Self-Assessment Forms 17M-13, 17M-14, 17M-26, and 17M-39, as proposed
by staff, include language reflecting Business and Professions Code section
4209;and direct staff to take all steps necessary to complete the rulemaking
process, including the noticing of modified text and proposed self-assessment
forms incorporated by reference for a 45-day public comment period. If no
negative comments are received during the 45-day public comment period, direct
staff to take all steps necessary to complete the rulemaking process, including
the filing of the final rulemaking package with the Office of Administrative Law,
authorize the Executive Officer to make any non-substantive changes to the
proposed regulations and forms incorporated by reference before completing the
rulemaking process, and adopt the proposed regulations at Sections 1715,
1735.2, 1751, and 1784 as described in the minutes.

M/S: Hackworth/Lippe

Support: 11 Oppose: 0  Abstain: 0

4, Discussion and Possible Action to Initiate a Rulemaking to Add Title 16
Section 1707.6 and to Amend Section 1702 Regarding Consumer Notices
and Duty to Consult — Consumer Notice for Language Assistance
Interpretive Services Provided in Pharmacies and the Ability to Request
12-Point Font on Prescription Drug Container Labels

Dr. Schell provided that on June 10, 2010, the board adopted its regulation at 16
CCR 8§ 1707.5 to establish requirements for a patient-centered prescription drug
container label. He indicated that the regulation was approved by the Office of
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Administrative Law on November 17, 2010, and became effective on January 1,
2011. Dr. Schell stated that the regulation requires a pharmacy to provide a
consumer with 12-point font for certain components of a prescription label, if
requested, and also requires a pharmacy to provide oral interpretive services.

Dr. Schell provided that during the rulemaking process to adopt the prescription
drug labeling requirements, it was suggested that the board establish
requirement(s) that consumers be notified of the availability of oral language
interpretive services and of a 12-point font, as specified in the regulation.

Dr. Schell provided that the board considered possible regulatory language at its
July 2010 Board meeting, and thereafter directed staff to develop new language.
He stated that the board voted at that time to move the existing consumer notices
from 16 CCR 8§ 1702 to a new section that would include any notice(s) regarding
language interpretive services and larger font sizes. Dr. Schell indicated that at
the October 2010 Board Meeting, the board continued its discussion of the
possible regulation text and made modifications to subdivisions (a) and (b) of the
draft text.

Ms. Herold suggested that the board view a notice to consumers video produced
by Ralphs. She stated that the video includes a vignette of the notice content,
rather than just the notice text. Ms. Herold provided that the video does conform
to the regulation.

The board viewed the video.

Dr. Castellblanch expressed concern regarding use of the terms “12-point font”
and “oral language services.” He discussed that 60 seconds may not be a
sufficient amount of time to display the text of the notice on a video screen. Dr.
Castellblanch provided that these issues can be discussed as the process moves
forward.

Mr. Room provided that the issues discussed by Dr. Castellblanch were all
changes made as a result to the board’s previous discussion.

Mr. Brooks discussed the limited space available in pharmacies to post notices.
He encouraged the board to consider this limited space when drafting the notice
requirement.

Ms. Veale provided that Ralphs has indicated that the video screen option would
work as a solution to the limited space option.

Mr. Brooks cautioned the board from being too prescriptive with regards to the
requirement that the text of the notice be displayed on the screen for a minimum
of 60 seconds.
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The board discussed whether the 60 second specification is an appropriate and
adequate timeframe. It was clarified that 60 seconds is a minimum as the board
has previously discussed that a shorter period of time would not be sufficient.

Ms. Veale discussed that the language regarding a pharmacist’s ability to refuse
to fill a prescription for ethical, moral or religious reasons has been removed.

Mr. Room provided that there was previous discussion that the consumer is more
concerned with their right to have the pharmacy help them obtain their
prescription and less concerned regarding the right of the pharmacist to decline
to fill the prescription. He clarified that this latter language was removed in the
effort to condense and decrease the length of the notice language.

Ms. Veale stated that at the October 2010 Board Meeting counsel was directed
to draft alternative language for subdivision (b) regarding conscientious objection
to fill a prescription.

Mr. Room apologized that this language was not prepared. He indicated that he
will draft the requested language.

Ms. Herold discussed the timeline for the rulemaking process. She indicated that
if noticed today, the earliest the process would be completed is a year to a year
and a half from now.

Mr. Brooks suggested that the board break up the process and evaluate the
language to identify portions that are acceptable and other portions that need to
be addressed.

President Weisser suggested that this item be referred back to the committee for
discussion at a focused meeting before being brought back to the board.

Public Comment

Steve Gray, representing Kaiser Permanente, discussed the limited space
available in pharmacies and stated that the video screen alternative would be a
solution so long as the requirements are not too prescriptive. He commended
the notice video produced by Ralphs. Dr. Gray encouraged the board to focus
on how best to convey the notice information instead of how long the information
should be displayed.

Dr. Gray discussed the language services requirement and provided that the
board needs to provide pharmacies with references to aid in identifying
languages for this requirement.

Dr. Gray expressed concern regarding language that states that the pharmacy
will work with the consumer to ensure that they get their medicine or device in a
timely manner. He stated that this is only a statutory legal requirement related to
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the ability of a pharmacist to conscientiously object. Dr. Gray discussed that the
language is beyond what is required by the statute and is beyond the ability of
some pharmacies to comply.

Mr. Room provided that he does not agree that the language is beyond the
requirements of the statute. He reviewed that current section 1707.2 states that
if the pharmacy is unable to fill a prescription, the consumer is entitled to have
the prescription returned or transferred to another nearby pharmacy and
specifies that a pharmacy will have in place a procedure to help consumers get
items that the pharmacy does not have in stock.

Dr. Kajioka discussed that requiring a pharmacy to find another source to provide
the consumer with an out of stock medication is time consuming and hinders the
care of other patients.

The board further discussed the issue of assisting the consumer with obtaining
medication that is out of stock and the requirements of Business and Professions
Code section 733. The board was advised by its legal counsel that the
requirements of Sections 1707.2 and 733 should apply to a pharmacy regardless
of whether a particular item is regularly stocked or not.

Mary Staples, representing the National Association of Chain Drug Stores
(NACDS), provided that NACDS members have expressed concern regarding
subdivision (a) with respect to the 60 second minimum and 5 minute time lapse.
She stated that these requirements stifle creativity and should be removed.

Ms. Staples encouraged the board to take as much time as necessary to address
subdivision (c) regarding language services. She suggested that most non-
English speaking consumers will bring an English speaking caregiver to assist
them; and, as such, the point to your language option would suffice. Ms. Staples
encouraged the board to require that the text be repeated in the top five
languages in the state instead of 14 as drafted in the language.

Ms. Staples asked for clarification regarding the standards or thresholds for
languages identified by the Medi-Cal Managed Care Division. She also asked
how pharmacies are to identify languages with 10,000 or more limited-English-
proficient persons in California as specified in lines 52-54 of the draft language.

Ms. Staples suggested that the board consider handouts as an alternative to the
notice posting requirement and discouraged prescriptive requirements (such as
cardstock and size) in this area.

Mr. Room provided that based on previous discussions of the board at the July
and October 2010 Board Meetings, there was a consensus that the notice
provision could be reduced to a handout and that 14 languages would be the
maximum number of languages required. He clarified that the language
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b.

regarding languages with 10,000 or more Limited-English-proficient persons
originated in a bill by Senator Corbett.

Dr. Schell requested that Ms. Staples provide any additional comments in writing.

Ms. Shellans discussed that the draft language is not ready for board action as
more clarification should be added to subdivision (c). She stated that this can be
accomplished by either listing each required language or by incorporating by
reference a document that identifies the specific languages that are required.

Mr. Room recommended that the board incorporate an external reference.

Shirley Wheat encouraged that the committee meet prior to the next board
meeting. She asked whether non-committee members can provide a
recommendation to the committee chair.

Ms. Shellans provided that the board can convene a working group or refer this
matter back to the committee to make a recommendation. She advised that non-
committee members can submit comments to the executive officer to provide to
the committee in the committee meeting materials.

Dr. Castellblanch provided comment on the regulation process and encouraged
the board to move expeditiously. He discussed that the required languages
should be based on established criteria and not on an arbitrary number.

Ms. Herold provided that in addition to discussion of the notice language at the
next committee meeting, the committee will also need to offer recommendations
to the board on legislation. She advised the committee that this will need to be a
full day meeting and should be scheduled for the beginning of April 2011 in order
to have the workload completed prior to the May 2011 Board Meeting.

It was the consensus of the board to refer this item back to the Legislation and
Regulation Committee.

Board Adopted Regulations — Approved by OAL and Now in Effect

Dr. Schell provided on January 1, 2011, Title 16 California Code of Regulations
Section 1707.5 — Patient-Centered Labels for Prescription Drug Containers;
Requirements became effective.

Dr. Castellblanch shared that he recently received a prescription with the new label. He
discussed that this label was placed on a smaller bottle than what was previously
dispensed.

No public comment was provided.
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C. Board Approved — Awaiting Notice
Dr. Schell referenced to the following regulations awaiting notice:

1. Add Title 16 Section 1727.2 — Requirements for Pharmacist Interns — To
Require Applicants to Submit a Self-Query from the National Practitioner
Data Bank — Healthcare Integrity & Protection Data Bank (NPDB-HIPDB)

2. Amend Title 16 Section 1728 — Requirements for Pharmacist Examination
- Amend to Require Applicants to Submit a Self-Query from the National
Practitioner Data Bank — Healthcare Integrity & Protection Data Bank
(NPDB-HIPDB)

There was no board discussion or public comment.

d. Board Approved — Under Development

1. Proposed Amendments to 81746 — Emergency Contraception Protocol

Dr. Schell provided that in 2004, the board adopted a statewide protocol for
dispensing emergency contraception products, resulting in the codification of
Title 16 CCR Section 1746. He advised that the regulation became operative on
December 2, 2004. Dr. Schell indicated that the board has discussed the need
to update the regulation at its January and July 2010 Board Meetings. He stated
that the board has begun working with the Medical Board to update the
emergency contraceptive protocol. Dr. Schell explained that the Medical Board
will need to approve any update to the protocol before the Board of Pharmacy
can adopt any proposed changes and initiate a rulemaking.

No public comment was provided.

2. Proposed Amendments to 81751.9 — Accreditation Agencies for
Pharmacies that Compound Injectable Sterile Drug Products

Dr. Schell provided that Business and Professions Code section 4127.1 requires
a separate license to compound sterile injectable drug products. He stated that
staff is continuing to work with counsel to develop language for consideration at a
future meeting.

No public comment was provided.

3. Proposed Amendments to 81780 — Update the USP Standards Reference
Manual (Minimum Standards for Drug Wholesalers) [referred to
subcommittee]
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Dr. Schell provided that Section 1780 of the California Code of Regulations sets
minimum standards for drug wholesalers. He indicated that this regulation
currently references the 1990 edition of the United States Pharmacopeia
Standards (USP Standards) for temperature and humidity. Dr. Schell advised
that USP Standards are updated and published annually. He reviewed that
Section 1780(b) requires amendment to reflect the 2005 version of the USP
Standards and to hold wholesalers accountable to the latest standards, if
determined appropriate.

Dr. Schell provided that because of stated concerns about whether referencing
the 2005 USP Standards would be an unreasonable burden on wholesalers, at
the October 2008 Board Meeting, the board voted to address the issue of
updating the USP Standards reference materials within this section.

Dr. Schell provided that the board established a subcommittee for this purpose
but, as a result of board vacancies, the subcommittee has not held any meetings
and no action has been taken with respect to this regulation change. He
recommended that the board president appoint a new member.

No public comment was provided.

4. Proposed Amendments to 81785 — Self-Assessment of a Veterinary Food-
Animal Drug Retailer

Dr. Schell provided that the requirements of 81785 establish a self-assessment
form for veterinary food-animal drug retailers and requires a designated
representative-in-charge to complete this form to ensure compliance with
pharmacy law.

Dr. Schell provided that in 2007 the Enforcement Committee and the board
approved draft amendments to the regulation and related self-assessment form;
subsequently, however, the licensing committee was advised of potential
problems with the licensing requirements for designated representatives working
at these facilities.

Dr. Schell provided that the Licensing Committee has not yet initiated a program
review of the Veterinary Food-Animal Drug Retailer program. He stated that
board staff does not anticipate proceeding with this regulation until such time that
the Licensing Committee completes its review.

No public comment was provided.
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Part 3 — General

a. Second Quarterly Report on the Committee’s Goals for 2010/11

Dr. Schell referenced to the staff recommendations to the Strategic Plan to reflect
actions of the board in previous quarters.

No public comment was provided.

MOTION: Approve the following staff recommendations to the Strategic Plan.

Objective 3.1. Annually identify and respond with legislative changes to keep
pharmacy laws current and consistent with the board’s mission.

Objective 3.2. Annually identify and respond with regulatory changes to keep
pharmacy regulations current and consistent with the board’s
mission.

e Task 17 - Update Protocol for Pharmacists Furnishing
Emergency Contraception (ED) (81746)

Staff recommendation to move 3.2 — Task 17 to Objective 3.3., as

the board is participating with the Medical Board in a full review of

the EC protocol, and modifications will need to first be approved by

the Medical Board prior to consideration and possible adoption by

the board.

Objective 3.3 Review five areas of pharmacy law for relevancy, currency and
value for consumer protection by June 30, 2011.

e Task 1 — Initiate review of PIC Requirement

e Task 2 — Staff recommendation to include Task 17 from
Objective 3.2.

e Task 3 — Staff recommendation to add “Review of Continuing
Education for Pharmacists in Specific Areas”

M/S: Brooks/Hackworth

Support: 11 Oppose: 0  Abstain: 0
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The board recessed for a break at 3:12 p.m.

The board reconvened at 3:23 p.m. Board Members Brooks, Zee, Badlani, and Kajioka
were not present.

VI.

Organizational Development Committee

Presentation on the BreEZe Project and an Interim Solution to Allowing
Online Renewals of Licenses by Sean O’Connor, BreEZe Business Project
Manager, Department of Consumer Affairs

Background
For a number of years the department has worked to replace and/or enhance the

legacy licensing and enforcement tracking systems. A few years ago, the
department initiated an I-Licensing project which would offer online application
and renewal of licenses (a much needed relief from mail-in renewals).

This project was recently replaced as a component in DCA'’s proposed
Enforcement System upgrades with a new proposal, BreEZe, which will allow for
online renewal and application processing, and will also replace the board’s
Consumer Affairs Systems and the Applicant Tracking System. This new project
will build upon components of the initial I-Licensing system and will ultimately
allow for improved services for applicants and licensees, and a more robust
internal computer system.

The board is about 2-3 years away from changing to this new system. The
executive officer has been an executive sponsor of this project, and periodic
meetings have resumed after some staff changes in the Office of Information
Services. In addition, board staff is working with the department to ensure the
new solution can fulfill business requirements necessary to carry out the board’s
functions.

Presentation to the Board

Mr. Badlani returned to the meeting room at 3:26 p.m.

Sean O’Connor, BreEZe Business Project manager, provided an overview of the
functionality of the new BreEZe system. He discussed beneficial functions and
components of the system including:

Document image storage

Board member access to aid in enforcement decisions
Individual board controlled configuration

System will interface with current interfaces

Online status checks for applicants
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e Electronic applications, renewals and payments
e Electronic workflow routing

Mr. Brooks returned to the meeting room at 3:31 p.m.

Mr. O’Connor provided that there is an anticipated $3 fee for each transaction fee
assessed to the board for new initial applications and renewals for the first five years.
He clarified that the $3 fee will be deducted from the application or renewal fee and is
not an additional service fee to the applicant or licensee. Mr. O’Connor advised that the
fee will be offset as the board will no longer be paying fees for the current legacy
licensing and enforcement systems. He emphasized that the vendor will not receive
payment from the board until the board approves the successfully implemented system.

Dr. Kajioka and Mr. Zee returned to the meeting room at 3:35 p.m.

Mr. O’Connor reviewed the project timeline and implementation schedule. He stated
that implementation for the board is scheduled for Phase 2 beginning in March 2013.

Ms. Herold provided that the board currently does not provide status checks over the
phone for applications pending less than 60 days. She discussed the significant benefit
that online status checks will have for the board.

Mr. O’Connor discussed a DCA pilot project providing an interim solution to accept
credit card payments for renewals prior to the implementation of the BreEZe system.
He indicated that if the board is interested, Ms. Herold can contact the DCA'’s pilot
project to participate. Mr. O’Connor reviewed the costs for this project which includes
two percent of the transaction per board in addition to a $1 service charge per licensee.
He indicated that this process will allow the licensee to answer conviction related
guestions on the renewal form.

Dr. Schell and Ms. Wheat left the meeting at 3:50 p.m.

Mr. Badlani requested that Mr. O’Connor seek clarification from the pilot project to
clarify who receives the 2 percent transaction fee.

President Weisser requested that Ms. Herold present relevant data regarding this
interim option at a future meeting in order to consider participation in the pilot project.

No public comment was provided.

b. Budget Update/Report

1. Budget Report for 2010/11
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Ms. Herold provided that the 2010/11 budget change approval (BCP) was
approved. She discussed that despite this approval, the board has been unable
to fill the 22.5 new positions in the board’s enforcement unit and 2 new positions
in the licensing unit due to the current hiring freeze. Ms. Herold advised that the
board has submitted two exceptions requests; however, both have been denied
by the State and Consumer Services Agency.

Ms. Herold provided an overview of the board’s fund condition including
authorized expenditures of $13,470,000 and total revenue of approximately
$11,000,000.

No public comment was provided.

2. Budget Constraints and Reductions to Reduce the State Budget Deficit

Ms. Herold discussed that over the last several years, the board has been
directed to reduce several budget areas. She stated that the board’s operating
expenses were reduced by 15 percent in 2009/10 and more recently the board’s
personnel budget was reduced by 5 percent in 2010/11 and ongoing years. Ms.
Herold stated that the board will continue to evaluate its business operations and
identify ways to further reduce expenditures.

No public comment was provided.

3. Fund Condition Report

Ms. Herold reviewed the following fund conditions assessed for the end of the
identified fiscal years:

2009/10  $12,411,000 11.6 months in reserve (actual)
2010/11  $9,954,000 8.4 months in reserve

2011/12  $6,005,000 5 months in reserve

2012/13  $2,806,000 2.3 months in reserve

Ms. Herold discussed that with the passage of the board’s fee bill, AB 1071
(Emmerson, Chapter 270, Statutes of 2009), the board’s reimbursements
increased the last 6 months of the 2009/10 fiscal year with the higher fee
schedule. She stated that the board will continue to closely monitor its fund
condition before increasing any additional fees. Ms. Herold advised that with the
new fee structure established under AB 1071, the board does have the ability to
raise fees via the regulation process to address the funds projected for 2011/12
and 2012/13.
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C.

Ms. Brooks expressed concern regarding fees and a possible surplus. He
requested that board staff evaluate this issue.

Ms. Sodergren provided that all fees are currently at their statutory minimums.
She advised that legislation would be needed to modify the existing fee structure.

No public comment was provided.

4, Budget Change Proposals for the 2011/12 Budget

Ms. Herold provided that the board did not receive approval for the 2011/12
Budget Change Proposal (BCP) submitted. She advised that no additional
information is available at this time.

No public comment was provided.

5. Reimbursement to Board Members

Ms. Herold referenced to the expenses and per diem payments to board
members provided in the board packet.

No public comment was provided.

6. Board of Pharmacy Committee Membership Roster

Ms. Herold referenced to the current committee membership roster provided in
the board packet.

No public comment was provided.

Selection of a Board Meeting Date for One Day in April

Ms. Herold provided that the Administrative Procedures Act details the rules the board
must follow when seeking to discipline a licensee. She explained that because of the
specified time frames the board must adhere to, a special one day meeting is necessary
to allow the board to convene in closed session to consider a disciplinary matter. Ms.
Herold advised that this meeting needs to be scheduled between February 23, 2011
and the end of March 2011 to allow sufficient time for written argument to be submitted
prior to the meeting, while also allowing counsel sufficient time to write the decision.

The board discussed possible meeting dates to convene a one day board meeting as
well as committee meetings. The following meeting dates were scheduled:
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March 29, 2011: Legislation and Regulation Committee Meeting; and
Enforcement Committee Meeting

March 30, 2011: Board Meeting
April 7, 2011: Communication and Public Education Committee Meeting

Mr. Brooks offered to find a meeting room location in San Francisco for the April 7, 2011
Communication and Public Education Committee Meeting.

No public comment was provided.

d. Future Development of a Strategic Plan for 2011/12 to 2016/17

Ms. Herold provided that about every five years the board develops a new strategic plan
that will guide the board for the following five years.

Mr. Herold provided that the current plan was developed in 2006 with the assistance of
a consultant who specialized in the development of such plans. She advised that it is
time once again to complete this process. Ms. Herold stated that staff is currently
soliciting bids for a consultant to guide the board and staff through the process. She
indicated that staff is aiming to execute a contract in advance of the one day board
meeting in April.

No public comment was provided.

e. Recognition Program of Pharmacists Who Have Been Licensed 50 Years

Ms. Herold provided that no pharmacists reached this milestone between November
2010 and January 2011.

No public comment was provided.

f. Transition Issues of Governor Brown’s Administration

Ms. Herold provided that the governor issued an executive order requiring the state to
reduce the number of cell phones by 50 percent. She explained that in order to
facilitate this, the department is requiring all DCA programs to reduce the number of cell
phones by 50 percent. Ms. Herold indicated that after much advocacy, the board was
successful in maintaining the cell phones for all field staff, however all of the managers
turned in their blackberries.
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Ms. Herold provided that the governor also issued an executive order requiring the state
to reduce its fleet of vehicles by 50 percent. She discussed that at one time all board
inspectors and supervising inspectors were given vehicles as part of their equipment.
However, these board staff are gradually surrendering the state vehicles and receives
the current mileage reimbursement rate of 51.0 cents per mile for use of a personal
vehicle.

Ms. Herold stated that there are currently 30 vacancies at the board that will be hard to
fill due to the hiring freeze.

No public comment was provided.

g. Personnel Update

President Weisser provided that prior to leaving office, Governor Schwarzenegger
appointed Anil “Neil” Hiro Badlani and reappointed Shirley Wheat.

No public comment was provided.

h. Second Quarterly Report on the Committee’s Goals for 2010/11
President Weisser referenced to the second quarterly report on the Organizational

Development Committee’s goals provided in the board packet.

VIl. Public Comment for Items Not on the Agenda/Agenda ltems for Future
Meetings

No public comment was provided.

Mr. Brooks suggested that the DCA develop a training program for non-pharmacist
members appointed to the board to better serve the public.

Recess for Day

The board meeting was recessed at 4:24 p.m.

Wednesday, February 2, 2011

The board reconvened at 8:33 a.m. on February 2, 2011. Mr. Badlani and Dr.
Castellblanch were not present at the call to order.
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President Weisser recognized former board member Stan Goldenberg, who was in the
audience.

Board members and board staff present introduced themselves to the members of the

public.

VIII.

a.

Communication and Public Education Committee Report and Action

Report of the Meeting Held January 10, 2011

1. Update of the State's Emergency Contraception Protocol Regulation
(16 California Code of Regulations Section 1746.) and Consumer Fact
Sheet

Mr. Brooks provided that the Board of Pharmacy needs to update the emergency
contraception protocol authorized by California Business and Professions Code
section 4052.3 and 16 California Code of Regulations section 1746. He stated
that the current state protocol was developed in 2004 and adopted by this board
as a regulation.

Mr. Brooks provided that since the last board meeting, the executive officer has
met with the Medical Board’s executive officer, and spoken with a women'’s
health specialist pharmacist representative from the California Pharmacists
Association (CPhA), and a representative of the American College of
Obstetricians and Gynecologists.

Ms. Herold advised that an updated manuscript is being prepared, and will be
shared with all entities and brought to the board at the May 2011 Board Meeting.
She explained that once both boards have an opportunity to review and approve
the protocol, the board will need to adopt the protocol as a revision to regulation
section 1746.

Mr. Brooks provided that as part of the rulemaking, the board will need to
develop a patient information fact sheet, which is required to be provided to
patients by the pharmacists using the protocol to dispense emergency
contraception.

No public comment was provided.
2. Discussion of the 39™ Annual Report of the Research Advisory Panel of
California

Mr. Brooks provided that at the last meeting of the Communication and Public
Education Committee, the committee asked that a representative of the
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Research Advisory Panel of California come to a future meeting to explain the
role and activities of this group. He stated that this representative will be invited
to a future meeting of this committee, and a full report will be shared with the
board at a future meeting.

No public comment was provided.

3. Public Education Campaign for Patient-Centered Prescription Drug
Container Labels

Mr. Brooks provided that at the January 2011 Committee Meeting, Kim Brown of
the department’s Press Office attended the meeting to work with the committee
on refining a public outreach campaign to educate patients about the redesigned
prescription drug container labels and the ability to obtain oral interpretive
services for those with limited English skills. He stated that an initial public
education campaign was discussed by the committee at its last meeting in July
2010.

Mr. Brooks provided that one date the board could consider to begin publicizing
more widely the requirements could be March 2011, in conjunction with National
Consumer Protection Week (March 6-12, 2011).

Ms. Brown provided copies of the press release and a draft article for public
publications. She reviewed the press release and advised that it will be revised
to emphasize information regarding interpretive services.

Dr. Castellblanch arrived at 8:42 a.m.

Mr. Brooks suggested that a general press release be issued. He stated that a
detailed press release can be issued at a later date after pharmacies have had
time to implement the requirements and after more work has been done on the
language for the notice to consumers.

President Weisser offered support to this suggestion.

Mr. Badlani arrived at 8:44 a.m.

Dr. Castellblanch cautioned the board from delaying the release for too long. He
discussed that informing the public may encourage faster implementation.

Ms. Veale sought clarification on the status of implementation.
Mr. Ratcliff indicated that pharmacies are in various stages of implementation.

He discussed that some larger chains are already compliant; whereas
independents may face greater challenges because of the older technology and
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may not be aware of the current regulations. He advised that board staff is
exercising enforcement discretion and is offering education to assist the
pharmacies with implementation.

Ms. Herold discussed that pharmacies have received frequent notification
regarding the new requirements. She advised that pharmacies that are not
aware of the requirements at all will be addressed by enforcement staff.

Dr. Castellblanch discussed the current inspector vacancies. He suggested that
it may be better to notify the public so that they can assist in identifying non-
compliant pharmacies. He encouraged the board to move forward with public
outreach in this area.

Mr. Brooks requested that the executive officer work with the Press Office to
refine the press release for a March 2011 release date.

No public comment was provided.
4. Development of Consumer Education Videos for the Board’'s Web Site

Mr. Brooks provided background on this issue. He shared that at the end of
2009, the Board of Pharmacy worked with the Department of Consumer Affairs
and a private vendor to develop a three minute video for consumers about how
patients can prevent receiving a medication error. Mr. Brooks advised that this
video is available on the board’'s Web site.

Mr. Brooks commended staff on their efforts to develop the video.

Mr. Brooks provided that after production of this video, the board’s staff
expressed an interest to the Department of Consumer Affairs in developing
additional videos. He stated that a draft video on the dangers of purchasing
drugs on the Internet (and how to do so wisely) was prepared in July 2010, but
reviewers did not believe the completed video was adequate, so a new script
was developed. Mr. Brooks indicated that planned completion of this video is by
July 1, 2011. He indicated that the video will be shown at the May 2011 Board
Meeting if it is completed earlier.

Mr. Brooks advised that one part of the public education campaign for patient-
centered labels also includes development of a video.

No public comment was provided.
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5. Update on Consumer Fact Sheet Series with California Schools of
Pharmacy Interns

Mr. Brooks provided that the board has advocated a proposal by the committee
to integrate pharmacy students into public outreach activities.

Mr. Brooks spoke in support of this effort as an innovative way to provide
information and to engage students.

Mr. Brooks provided that the board previously provided a fact sheet template,
guidelines, and potential topics to all schools of pharmacy. He indicated that five
schools confirmed their interest in the project, and materials from two schools
have been submitted to the board for review. Mr. Brooks stated that the
committee reviewed the unedited copies of the materials sent to the board during
the meeting.

Mr. Brooks provided that the committee discussed whether the content provided
in the unedited fact sheets was getting the right message across to consumers.
He shared that the committee expressed appreciation for the efforts and
imagination of the students.

Mr. Brooks provided that staff will need to work on refining the fact sheets, and
fully research the facts stated in them before they can be released to the public.

Mr. Herold provided that the fact sheets will be released sequentially. She
advised that a former board member has been enlisted to assist with this
process.

No public comment was provided.

6. Discussion: Balancing Providing Important Consumer Information Versus
Consumer Indifference to Reading Extensive Important Warnings in Public
Education Materials

Mr. Brooks discussed an October 2010 article entitled, “Supreme Court Chief
Justice Admits He Doesn’t Read Online EULAs or Other Fine Print.” He
reviewed that in the article, Richard Posner admitted to not reading boilerplate
legalese on his mortgage agreement, the fine print on websites or on medicines.

Mr. Brooks underscored that “less” is “more” in terms of communications. He
indicated that sometimes too much information gets lost and asked the board to
remain cognizant of this fact as it moves forwards with several notice items.

No public comment was provided.
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7. Suggestions from Pharmacists Planning Service on a Redesigned Notice
to Consumers

Mr. Brooks provided that Pharmacists Planning Services, Inc. recently sent two
posters for consideration by the board. He reviewed that one poster was
designed with the intent of placement in pharmacies, and the other was designed
to post in prescribers’ offices.

Mr. Brooks provided that the committee discussed these posters during its
meeting. He discussed that while the posters were simple and straightforward,
neither complied with the legal requirements for information that must be
provided to patients by Business and Professions Code sections 4122 and
733(f).

Mr. Brooks provided that additionally the board has decided to develop two
consumer advisements for posting in a pharm